
Jonathan w. Emard, Esq. 
~rn~rd & Ass5~iat~s~ I?. C. 
Suite 600 
1050 17th Street> NW. 
Washingt5n, DC. 20036 

Re: Health Claim: Omega-3 Fatty Acids and Coronary Weaft Disease (Docket Number 
~~~-~~~3~ 

This letter responds to ysur letter of November 19, 200 1, to Daniel E. Troy, seeking 
recu~s~derat~~n of the agency’s October 3 I, 2000 decision in the above captioned matter. You 
requested that the agency consider the f5llowing revised claim and disclaimer: 

C5nsum~ti5n of omega-3 fatty acids may reduce the risk of coronary heart disease. The 
scientific evidence sup~5~~~g this claim is str5ng but not conclusive. 

Xn a footnote to this claim, you stated, “This claim may be used on any 
ut not m5re than 2QU0 mg per day of DHA plus EPA.” 

We have considered your request f5r your revised claim and disc aimer and are granting it in pa~ 
and denying it in part, as discussed belaw,” by providing for the following acceptable language: 

C5~sumpt~5n of omega-3 fatty acids may reduce the risk of coronary heart disease. FDA 
evaluated the data and determined that, although there is scientific evidence supporting the 
clai , the evidence is not conclusive. 

Xn a f5l~~w~up letter to you on February 16, 2001) we discussed ~~~~uding the f5~~5wi~g 
~ntr5du~t~~ sentence in the omega-3 fatty acid claim: “‘It is known that diets low in saturated fat 
and ch5festerol may reduce the risk of heart disease. ‘I The reducti5n in risk of cor-onary heart 

) fur the health claims cited in the February 16 letter2 is related not only to the 

because our decision provides for the use of a shorter claim and disclaimer, as requested, 
we do n5t need to address yuur particular criticisms of the qualified claim in yaur November 19 
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~~~surnpt~~n of the substance itself, but also ta ~~nsum~tiun of a low saturated fat, low 
~h~~est~r~l diet. In this matter, we did not evaluate whether a possible reduced risk of CHID from 
the ~~~surn~ti~~ ctf omega-3 fatty acid dieta~ su~~~erne~ts is also related to the ~~~surnpt~~n of 
such a t. Therefore, the agency does not intend ta consider the exercise uf its enfur~~ment 
discre~ tu be ~untinge~t upon the use of the quoted sentence in ~~n~e~t~~n with the claim and 
disclaimer set aut below. The re~~~rerne~ts ident~~ed under ~~~~s~ual~~~~g levels”” in the February 

ply to this claim. 

As we stated in our October 3 ‘I letter to you, FDA determined that the scientific evidence for a 
health claim about the r~~ati5nship between EPA and INSA omega-3 fatty acids and reduced risk 
u~~5r5~~~ heart disease (CI-II>) outweighed the sc~ent~~~ evidence against such a d&m. 
~~ns~st~nt with the c5wtFs decision in ~e~~~u~ V. ~~~~~~, 164 F. 36 650 (DC. Cir. 1999), and 
uur imp~ementat~5n of that decision (“Food Labeling: Health Claims and Label statements for 
Dietary ~u~~~erne~ts~ Update tc, Strategy for ~mp~em~ntati~n ~f~~~~~u~ Caurt Decision; 65 Fed. 
Reg. 59,855 (2~~~)), we provided for a qualified claim. We also determined that dietary 
supplements not recommend or suggest in their labeling, or under ordinary c~ndit~uns of use, daify 
intakes 5fm5re than 2 grams EPA and DHA. 

You did not submit arching in your request for rec~ns~derati5~ that would alter our ~~n~lusi~ns 
in the October 3 f letter. Further, you did not submit any data or infurmatiun to support a request 
for limiting the use of the ~ua~~~ed claim to dietary su~~~~rnents ~5~tai~~n~ at least 600 mg D 
plus EPA. Thus, we do not agree with that ~~rn~tat~~n. We continue to consider the exercise 
our enforcement discretion to be contingent u an dietary su~~~erne~t labeling to not suggest or 
recommend in the labelings or under ordinary conditions of use, amuunts of EPA and DHA 
umega-3 fatty acids that would exceed 2 grams per day. In fact, we continue to encourage 
manufacturers to limit rec~~e~dat~~ns 51 sugges~~u~s af daily intakes in labeling, or under 
ordinary ~5~~~t~5~s af use, to f gram or less per day of EPA and DE--IA omega-3 fatty acids f5r an 
added safety margin and because of the possibility of benefit at intakes of less than 1 gram per 
day. 

~th~ugh we do not agree with the language suggested in your ~uvember 19 letter, i.e., that the 
porting the claim is “strong,” we have concluded that the following statement about 

the re~at~~nship would properly qualify the state afthe scientific evidence, and thus, wouXd be 
a~~e~tablg: 

fat and ~h~~ester5~ and high in fruits, vegetables, and grain products that contain fiber may reduce 
the risk of heart disease’“; 10 I, 8 ~(~)(2)(~)(A) “diets that are low in saturated fat and ch~~est~r~~ 
and that include solubXe fiber from certain foods may reduce the risk of heart disease”; 
10 1. ~2(~)(2~(~)(A) ‘“diets that are IQW in saturated fat and ~h5~ester~~ and that include say 
may reduce the risk of heart disease”; and 10 1. ~3(c)(Z)(i)(A) “‘pfant sterolktanal est;ers sh 
~~~surne~ as part of a diet low in saturated fat and cholesterol.” 
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~uns~m~tiun of omega-3 fatty acids may reduce the risk of curuna~ heart disease. FDA 
evaluated the data and determined that, a~thungh there is s~~ent~~c evidence su 
claim, the evidence is nut conclusive. 

Thus, the FDA wuu~d cunsider exercising its ~~fure~ment d~scretiun u an EPA and DfjA omega- 
3 fatty acid dietary supplement bearing these two sentences, i.e, the claim and disclaimer stated 
~mrn~d~at~~y above, provided that the supplement dues nut recommend or suggest in its labeling, 
or under ordinary conditions of use, a daily intake exceeding 2 grams per day EPA aBd DHA. 
This decision af-?Fects the wording of the cIaim, but dues nut affect uther aspects uf our Octuber 3 1 
decisiu~~ 

Xf ysu have any questions about this respunse to your request fur re~unsid~rat~un, please du nut 
hesitate to contact me to discuss them. 

Sincerely, 

Christine J. TayXur, Ph.D. 
Director 
OfIIce of ~ntritiunal Pruducts, Labeling, 

and Dietary supplement s 
Center fur Food Safety 

and Appfisd ~~tritiun 

cc: muskets management Branch ( A-305) 
Daniel E. Troy, Chief Counsel 
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~u~surn~tiu~ of omega-3 fatty acids may reduce the risk of ~ur~na~ 
~va~~at~d the data and determined that, a~thuugh there is scient~~c evidence s~~~~~~~g the 
claim, the evidence is nut conclusive. 

us, the FDA woul er ~x~r~~s~ng its en~urce~~~t discret~u~ on an EPA and DHA omegas 
ary s~~~lernent bearing these two sentences, i.e, the claim 

ovided that the su~F~erne~t dues nut recummend or 
or under urd~na~ G itiuns of use, a daily intake exceeding 2 grams per day EPA and DHA. 

is dec~s~u~ affects the wording of the claim, but does nut affect other aspects of our October 3 I 
deeisiun. 

f you have any q~estiu~s about this respunse to your request fur recunsiderat~u~~ please do nut 
hesitate to contact me to discuss them. 

Director 
Of&e of Nutritional Prud~~ts, 

and Dietary Supplements 
Center fur Food Safety 

and Applied Nutrition 

ets Management Branch (HFA-3 05) 
Daniel E. Troy, Chief Counsel 


